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OPPOSITION STATEMENT 



January 20, 1994 



To: Commissioner of the Patent Office 

1. Statement of the Items: 

Patent Apphcation No. 2-255,027 [1990] 

Examined Patent Application [Kokoku] No. 5-75,432 [1993] 

2. Title of the Invention: 

Expansion Member for Catheters, and Method of Forming the Same 

3. Opposer: 

KenllDA 

300 Koyama, Matsuda-cho, Ashigarakami-gun, Kanagawa Prefecture 

4. Patent Apphcant: 

Schneider (USA) Incorporated 

5. Reason for Opposition: 

To be furnished later. 

6. Evidential Means: 

To be furnished later. 

7. List of Attached Documents: 

(1) Opposition Statement 



(1 duplicate) 
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OPPOSITION BFOEF 



February 21, 1994 

To: Commissioner of the Patent Office 

1 . Statement of the Items: 

Patent Application No. 2-255,027 [1990] 

Examined Patent Application [Kokoku] No. 5-75,432 [1993] 

2. Title of the Invention: 

Expansion Member for Catheters, and Method of Forming the Same 

3. Opposer: 

Ken EDA 

300 Koyama, Matsuda-cho, Ashigarakami-gun, Kanagawa Prefecture 

4. Patent Applicant: 

Schneider (USA) Incorporated 

5. Reasons: 

1) The invention of this application was filed in Japan on September 25, 1990, with a priority 
claim based on a United States patent application date of September 25, 1989, and was 
published following examination on October 20, 1993. The gist of this invention is cited in 
the claims of the published examined specification, and is acknowledged to be as follows: 
1 . An expansion member attached to a medical catheter, and comprising: 

(a) a biaxially stretched outward tubular polymer film layer that exhibits a quite 
high polymer crystalline structure, and 

(b) an inward polymer plastic film layer that is joined to said outward layer and 
exhibits a quite low polymer crystalline structure. 

8. A method of forming an expansion member that is attached to the main portion of 
an intravascular catheter, comprising: 

(a) the co-extrusion of a polyester plastic exhibiting high polymer crystallinity 
together with a polymer material exhibiting low polymer crystallinity in order 
to form a laminar tubular parison having a polymer material that exhibits said 
low polymer crystallinity at the interior; 

(b) heating said parison within the mold to a given temperature; and 
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(c) drawing said parison in the lengthwise direction, and radially inflating said 
parison so as to biaxially orient said polyester exhibiting high polymer 
crystallinity such that the expansion member exhibits a bursting strength of at 
least 7 atmospheres. 

However, because the invention of this application is the same as an invention that 
was filed in the United States before the priority claim date of this application (hereinafter 
referred to as "before the filing date for this application"), was filed as an international 
patent application with a priority claim based on this filing, and was described in a 
specification initially attached to the written application form for the internationally 
disclosed and published international patent application after the priority claim date of this 
application (hereinafter referred to as "after the filing date for this application"), it is not 
patentable under the provisions of Article 29, No. 2 of the Patent Law. 

Moreover, because the invention of this application could readily have been invented 
by those conversant with the art based on the inventions cited in publications distributed 
before the filing date for this application, it is not patentable under the provisions of 
Article 29, No. 2 of the Patent Law. 

The reasons for the above are presented in detail below. 

2) Because the invention of this application is the same as an invention that was filed as an 
international patent with a priority claim based on a U.S. patent application filed before the 
filing date for this application, and was described in the specification (Exhibit 1) attached to 
the written application for Patent Application [Tokugan] No. 2-508,245 [1990] (Translated 
International Patent Application Publication [Tokuhyo] No. 4-505,569 [1992]) that was 
internationally disclosed and published after the filing date for this application, it is not 
patentable under the provisions of Article 29, No. 2 of the Patent Law. 

(1) Presenting here the nature of the invention cited in Claim 1 of the patent in the 
specification of this application (hereinafter, "the first invention of the present 
application"), the invention of the present invention is an expansion member in which 
the following three features serve as the essential constituent features, 

(D An expansion member attached to a medical catheter, this being an expansion member 
comprising: 

© (a) a biaxially oriented outward tubular polymer film layer that exhibits a quite high 

polymer crystalline structure, and 
d) (b) an inward polymer plastic film layer that is joined to said outward layer and 

exhibits a quite low polymer crystalline structure. 

(2) The invention cited in Exhibit 1 relates to a dilatation catheter suitable for angioplasty that 
has an inflatable balloon element, and mentions that: 
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(A) the balloon element is composed of a biaxially oriented polyethylene terephthalate 
(lines 4-5 in the upper right-hand column on page 7 of Exhibit 1) (Tokuhyo 
publication) (the page, etc. of the publication shall hereinafter be cited); 

(B) the electrically conductive layer deposited onto the inside surface of the inflatable 
balloon element is preferably a silver-containing polyethylene-base electrically 
conductive polymer commercially available under the aforementioned trademark 
CC40A (lines 17-19 of the upper right-hand column on page 7 of Exhibit 1). 
Therefore, combining the items in (A) and (B) of Exhibit 1, it is apparent that Exhibit 
1 cites an invention in which the following three features (a)-(c) are provided: 

(a) an inflatable balloon attached to a medical catheter, 

(b) an inflatable balloon comprising an outer layer composed of biaxially oriented 
polyethylene terephthalate, and 

(c) an inner layer composed of polyethylene that has been deposited on the inside 
surface of said polyethylene terephthalate layer. 

(3) Let us now compare the first invention of the present application with the invention cited 
in Exhibit 1 described above. 

(i) To begin with, it is clear that the expansion member attached to the medical 

catheter is an inflatable balloon attached to a medical catheter. 

Hence, above feature (D in the first invention of the present application and 
feature (a) in the invention cited in Exhibit 1 are the same. 

(ii) Next, the biaxially oriented outer tubular polymer film layer which exhibits a quite 
high polymer crystalline structure is an outer layer composed of biaxially oriented 
polyethylene terephthalate. Without citing any quotations, the fact that the outer 
tubular layer is PET is mentioned in Claim 2 and in the Detailed Description of the 
Invention section (e.g., lines 9-15 in column 6 of the Kokoku publication of this 
application) of the specification for this application. 

Therefore, the above-cited feature (D in the first invention of this application is 
the same as feature (b) in the invention cited in Exhibit 1 . 

(iii) Comparing feature (D in the first invention of this application and feature (c) in 
the invention cited in Exhibit 1, the inner polymer plastic film layer which is 
joined to said outer layer and exhibits a quite low polymer crystalline structure is 
the inner layer composed of polyethylene that has been deposited on the inside 
surface of said polyethylene terephthalate layer. Without citing any quotations, the 
fact that the inside tubular layer is polyethylene is mentioned in Claim 4 and the 
Detailed Description of the Invention section (e.g., lines 20-23 in column 4 of the 
Kokoku publication) of the specification for this application. 
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Therefore, the above-cited feature (D in the first invention of this application is 
the same as feature (c) in the invention cited in Exhibit 1. 
(iv) Thus, from (i)-(iii) above, the constituent features (D-@ in the first invention of 
this appHcation are respectively the same as the features (a)-(c) in the invention 
cited in Exhibit 1, and so there is no difference between the constitution of the 
first invention in the present application and the constitution of the invention cited 
in Exhibit 1 . 

Therefore, the first invention in this application is identical to the invention 
cited in Exhibit 1. 

Moreover, the first invention in this application relates to a balloon catheter, 
and is suitable for use in intravascular catheters, such as angioplasty catheters. 
The invention cited in Exhibit 1 is a dilatation catheter suitable for angioplasty, 
and so the industrial field of use for both is the same. 

(4) The invention cited in Claim 8 of the specification for this application (hereinafter, "the 
second invention of this application") relates to a method of forming the expansion 
member of the first invention of this application. The expansion member is formed by 
forming a laminar tubular parison having at the interior a polymer material which 
exhibits a low polymer crystallinity, heating the parison within a mold to a given 
temperature, then drawing the parison in the lengthwise direction and subsequently 
radially inflating the parison so as to make it biaxially oriented. 

However, it is stated in Exhibit 1 that, apart from above-mentioned (A) and (B), the 
balloon is formed into a tube, after which it is formed by heating and inflation (Unes 1 1- 
12 of the bottom left-hand column on page 7 of Exhibit 1). 

Hence, because there is also no difference whatsoever between the second invention 
of this application and the invention cited in Exhibit 1 in the constitution of the expansion 
member-forming method, the second invention of this application is identical to the 
invention cited in Exhibit 1. 

Moreover, with regard to the method of forming the expansion member, there is no 
difference between the industrial field of use for the second invention of this application 
and the industrial field of use for the invention cited in Exhibit 1. 

(5) Given that there are no differences whatsoever between the first and second inventions 
of this application and the invention cited in Exhibit i, and between their respective 
industrial fields of use, both are of course entirely identical in their effects as well. 

(6) Therefore, the first and second inventions of this application are not patentable under the 
provisions of Article 29, No. 2 of the Patent Law. 
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3) Next, because the second invention of this application was readily inventable by those 

conversant in the art based on the invention cited in Japanese Published Unexamined Patent 
Application [Kokai] No. 63-183,070 [1988] (Exhibit 2) and Kokai No. 53-9887 [1978] 
(Exhibit 3), which were distributed before the filing date for this application, it is not 
patentable under the provisions of Article 29, No. 2 of the Patent Law. 

(1) Presenting here the nature of the second invention of this application, it is apparent that 
this second invention of the application is a method of forming an expansion member in 
which the following four features serve as the essential constituent features: 

® a method of forming an expansion member attached to the main portion of an 
intravascular catheter, 

a method of forming an expansion member, which includes: 
d) (a) co-extruding a polyester plastic exhibiting a high polymer crystallinity together 

with a polymer material exhibiting a low polymer crystallinity, in order to form a 

laminar tubular parison having at the interior a polymer material that exhibits said low 

polymer crystallinity, 
® (b) heating said parison within a mold to a given temperature, 
© (c) drawing said parison in the lengthwise direction and radially inflating said parison 

in order to biaxially orient said polyester that exhibits a high polymer crystallinity, so 

that the expansion member exhibits a bursting strength of at least about 7 

atmospheres. 

(2) With respect to this, the invention cited in Exhibit 2 relates to a balloon used in inflation 
catheters during medical procedures, and states that: 

(A) a tubular parison is extruded from a high-molecular-weight PET homopolyester resin 
(lines 7-9 in the lower left-hand column on page 6 of Exhibit 2, lines 15-18 in the 
lower right-hand column on page 3, etc.), 

(B) stretching is carried out at an elevated temperature, this being a temperature between 
the first-order transition temperature and the second-order transition temperature of 
the material (line 15 in the upper left-hand colunnn to line 1 in the upper right-hand 
column on page 4 of Exhibit 2), 

(C) the mold components are made of a material having good thermal conductivity, and 
the mold receives and holds a tubular parison (lines 3-14 in the lower right-hand 
column of page 3 of Exhibit 2), 

(D) the parison has been stretched (line 19 in the lower right-hand column on page 3 to 
line 1 in the upper left-hand column on page 4 of Exhibit 2), and 

(E) the parison is stretched 3-fold in the axial direction, and the inside diameter is 
stretched 7-fold while the outside diameter is stretched 3.8-fold, thereby forming a 



J 
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balloon having a bursting pressure of 24 bars (23.7 atmospheres) (lines 7-18 in the 
lower left-hand column of page 6 of Exhibit 2). 
(3) Let us now compare the second invention in the present application with the invention 
cited in Exhibit 2. 

(i) First, it is apparent that the method of forming an expansion member attached to the 
main portion of an intravascular catheter which serves as constituent feamre CD in the 
second invention of this application is the same as the method of forming the balloon 
used in the dilatation catheter. 

Hence, constituent feature (D in the second invention of this application has been 
disclosed in Exhibit 2. 

(ii) Next, with regard to constituent feature (D in the second invention of this application. 
Exhibit 3 discloses coaxial extrusion in order to form a laminar tubular body. That is, 
[the text on] line 15 in the lower right-hand column of page 3 to line 20 in the upper 
left-hand column of page 4 in Exhibit 3, and especially on line 19 of the lower right- 
hand column of page 3 to line 5 of the upper left-hand column of page 4, mentions 
that two materials are tubularly extruded at the same time using a heated conventional 
direct-mixing extruder. 

Moreover, the extruded tube in Exhibit 3 is used in medical applications such as 
catheters. 

Furthermore, as shown in (A) cited in Exhibit 2 above, the balloon is formed by 
extruding a tubular parison from a high-molecular-weight PET homopolyester resin. 

Moreover, in order to form a laminar mbular parison having at the interior a 
polymer material that exhibits a low polymer crystallinity, the second invention of this 
application coaxially extrudes a polyester plastic exhibiting a high polymer 
crystallinity together with a polymer material exhibiting said low polymer 
crystallinity. However, Exhibit 3 discloses the coaxial extrusion of two types of 
polymer materials so as to form a laminar tubular parison. 

(iii) Upon comparing constituent feature (D in the second invention of this application and 
the statements made in Exhibit 2, it is apparent that the heating of the parison in a 
mold to a given temperature has been disclosed in (B) and (C) of Exhibit 2 above. 
Hence, constituent feature ® on the second invention of this application has been 
disclosed in Exhibit 2. 

(iv) Moreover, constituent feature ® in the second invention of this application has been 
disclosed in (D) and (E) cited in Exhibit 2. Exhibit 2 clearly mentions that the parison 
is stretched, with the parison being stretched 3-fold in the axial direction, the inside 
diameter being stretched 7-fold, and the outside diameter being stretched 3.8-fold, so 
that the balloon has a bursting pressure of 24 bars (23.7 atmospheres). 
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The above feature has also been disclosed in Claim 10 of Exhibit 2, which 
mentions that the parison is biaxially oriented, being stretched 3-fold in the axial 
direction, with the inside diameter being stretched 7-fold and the outside diameter 
being stretched 3.8-fold. 

Hence, the drawing of the parison in the lengthwise direction, followed by the 
radial inflation of this parison so as to biaxially orient the polyester exhibiting a high 
polymer crystallinity in order for the expansion member to exhibit a bursting strength 
of at least about 7 atmospheres has been disclosed in Exhibit 2. 
(v) In this way, combining above (i)-(iv), features (D-® in the second invention of this 
application were readily inventable by those conversant with the art from the 
invention cited in Exhibit 2 and the invention cited in Exhibit 3. 
(4) The second invention of this application is therefore not patentable under the provisions 
of Article 29, No. 2 of the Patent Law. 

4) Next, because the first invention of this application could readily have been invented by those 
conversant in the art, based on Kokai No. 58-188,463 [1983] (Exhibit 4) and Japanese 
Published Examined Patent Application [Kokoku] No. 63-26,655 [1988] (Exhibit 5), which 
were distributed before the filing date for this application, it is not patentable under the 
provisions of Article 29, No, 2 of the Patent Law. 

(1) It has already been mentioned in 2) above that the first invention of this application is an 
expansion member having the three constituent features ®-® cited in section (1) of 2) 
above. 

(2) Exhibit 4 relates to a catheter balloon useful in medical dilatation procedures. This 
Exhibit 4 states that: 

(A) a balloon fabricated by stretching a tube made of a polymer, such as a polyethylene 
terephthalate homogeneous polymer, 3-6 fold in the lengthwise direction, and 
inflating it so that the inside diameter stretches 6-8 fold and the outside diameter 
stretches 3-4- fold, has a bursting pressure of at least 200 psi (14,2 atmospheres) (line 
1 6 of column 4 to line 32 of column 5 in Exhibit 4, and in particular lines 16-29 of 
column 4 and lines 13-17 of column 5). 

In addition, Exhibit 5 relates to a balloon catheter for inserting anesthetic gases, 
oxygen and the like into the respiratory tract. This Exhibit 5 mentions that: 

(B) there is a two-layer structure consisting of a coating on the top surface of a soft 
plastic such as polyester or polyethylene (lines 7-17 in the upper left-hand column on 
page 4 in Exhibit 5). 

(3) The first invention of this application is compared here with the inventions cited in 
Exhibit 4 and Exhibit 5. 



SCHNEIDER— Opposition Statement: Pat. App. No. 2-255,027. Examined Pat. App. No. 5-75,432 [Japanese] ' 9 



(i) First, it is apparent that the expansion member attached to a medical catheter is the 
catheter balloon useful for medical dilatation procedures serving as the invention cited 
in Exhibit 4, and is the balloon catheter for introducing anesthetic gases, oxygen and 
the like into the respiratory tract serving as the invention cited in Exhibit 5. 

Hence, above-cited constituent feature ® in the first invention of this application 
has been mentioned in above Exhibits 4 and 5. 

(ii) Next, with regard to constituent feature <D in the first invention, (A) in Exhibit 4 
mentions a balloon having a bursting pressure of at least 14.2 atmospheres that has 
been fabricated by the biaxial orientation of a tube made of a polymer such as a 
polyethylene terephthalate homogeneous polymer. Without citing a quotation, the fact 
that the outside mbular layer is PET is mentioned in Claim 2 and in the Detailed 
Description of the Invention section of the specification for this application (e.g., on 
lines 9-15 of column 6 in the Kokoku publication of this application). 

Therefore, above feature (D in the first invention of this application has been 
disclosed in Exhibit 4. 
(hi) In addition, comparing feature (D of the first invention of this application with (B) in 
Exhibit 5, constituent feature (D of the first invention of this application is a two-layer 
structure consisting of a coating on the top surface of a soft plastic such as polyester 
or polyethylene. Moreover, it is mentioned, in Claim 4 and in the Detailed Description 
of the Invention section (e.g., lines 20-23 in column 4 of the Kokoku publication of 
this application) of the specification for this application, that the tubular layer on the 
inside is polyethylene. 

Hence, feature ® in the first invention of this application has been disclosed in 
Exhibit 5. 

(v)* Thus, combining (i)-(iii) above, constituent features (D-d) in the first invention of 
this application could have easily been invented by those conversant in the art from 
the invention cited in Exhibit 4 and the invention cited in Exhibit 5. 
(4) Therefore, the first invention of this application it is not patentable under the provisions 
of Article 29, No. 2 of the Patent Law. 

5) Furthermore, although the present applicant restricted, by means of an amendment, the outer 
layer in the first invention of this application to being coated with a hydrophilic polymer, 
because this has been disclosed in Kokai No. 58-1 18,766 [1983] (Exhibit 6), the invention 
could readily have been arrived at, based on these exhibits, by those acquainted with the art, 
and so it is not patentable under the provisions of Article 29, No. 2 of the Patent Law. 



* It is assumed that this number should read as (iv). — The Language Service. 
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(1) Exhibit 6 relates to an elastomer indwelling catheter used in medical implements, and 
especially urethral catheters and venous catheters. This Exhibit 6 mentions that: 

(A) hydrophilic properties are imparted to a coating portion having rigidity so as to 

prevent irritation of the tissues that come into contact with the catheter tip (lines 4-8 in 
upper right-hand column on page 3 of Exhibit 6). 

(2) Therefore, the first invention of this application was readily conceivable from the 
inventions cited in above Exhibits 4, 5 and 6. 

Hence, the first invention of diis application it is not patentable under the provisions 
of Article 29, No. 2 of the Patent Law. 

Next, the fact that the outer layer has been coated with a hydrophilic polymer is the 
same as imparting hydrophilic properties to a coating portion having rigidity so as to 
prevent irritation of the tissues that come into contact with die catheter tip is apparent 
from the mention made in Claim 6 and in the Detailed Description of the Invention 
section (e.g., lines 28-30 on column 4 of the Kokoku publication of this application) of 
the specification for this application, to the effect that the lubricating properties are also 
increased by coating the outside surface of the composite body with a suitable plastic 
exhibiting highly hydrophilic properties. Moreover, because above-mentioned Exhibit 6 
belongs to the same field as the invention of this application, Exhibit 4 and Exhibit 5, the 
first invention of this application was readily conceivable from this art by those 
conversant with the field to which it relates. 

Therefore, the first invention of this application was readily conceivable from the 
inventions cited in Exhibits 4, 5 and 6. 

(3) Accordingly, the first invention of this application, even though it is limited by the fact 
that the outer layer is coated with a hydrophilic polymer, is not patentable under the 
provisions of Article 29, No. 2 of the Patent Law. 

7.* Evidential Means: 

Exhibit 1 : Specification attached to the written application for Patent Application [Tokugan] No. 
2-508,245 [1990] (Translated International Patent Application Publication [Tokuhyo] No. 4- 
505,569 [1992]) 

Exhibit 2: Japanese Published Unexamined Patent Application [Kokai] No. 63-183,070 [1988] 
Exhibit 3: Japanese Published Unexamined Patent Application [Kokai] No. 53-9887 [1978] 
Exhibit 4: Japanese Published Examined Patent Application [Kokoku] No. 63-26,655 [1988] 
Exhibit 5: Japanese Published Unexamined Patent Application [Kokai] No. 58-188,463 [1983] 
Exhibit 6: Japanese Published Unexamined Patent Application [Kokai] No. 58-1 18,766 [1983] 



* It is assumed that this number should read as 6. — The Language Service. 
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8.* List of Attached Documents: 

Exhibit 1 : 1 original and 1 duplicate 

Tokuhyo No. 4-505,569 (quotations were taken from the Patent Office's copy of the 
specification attached to the written application) 



Exhibit 2 
Exhibit 3 
Exhibit 4 
Exhibit 5 
Exhibit 6 



1 original and 1 duplicate 
1 original and 1 duplicate 
1 original and 1 duplicate 
1 original and 1 duplicate 
1 original and 1 duplicate 



* It is assumed that this number should read as 7. — The Language Service. 
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